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DETAILED ACTION 

Claims 1-40, 43 and 44 are currently pending in the instant application. Claims 5- 
8 are allowed; claims 37-40 are rejected and claims 1-4, 9-36, 43 and 44 are withdrawn 
from consideration. 

I. Priority 

The instant application is a 371 of PCT/EP05/00034, filed on January 5, 2005 
which claims benefit of US Provisional Application 60/535,674, filed on January 9, 2004 
and claims benefit of Foreign Application EPO 04100053.0, filed on January 9, 2004. 

II. Information Disclosure Statement 

The information disclosure statement (IDS) submitted on July 7, 2006 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement has been considered by the examiner. 

III. Restriction/Election 

A. Election: Applicant's Response 

Applicants' election with traverse of Group II in the reply filed on April 1 , 2009 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

The Examiner has withdrawn the restriction between Group II and claims 37-40, 
which are drawn to a composition comprising crystalline polymorphic form B. 

Subject matter not encompassed by elected Group II and claims 37-40 are 
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withdrawn from further consideration pursuant to 37 CFR 1 .142 (b), as being drawn to 
nonelected inventions. 
IV. Rejections 

Claim Rejections - 35 USC § 112, 1 st 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 37-40 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered when 
determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 1 1 2, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 
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5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case, the claims are drawn to a pharmaceutical composition 
comprising an effective amount of a crystalline polymorphic form B. 

The nature of the invention 

A pharmaceutical composition comprising an effective amount of crystalline 
polymorphic form B. 

The state of the prior art 

The state of the prior art is that the preparation of pharmaceutical compositions 
requires creating solutions, milling, adding diluents, excipients, surfactants, etc. The 
process of preparing a pharmaceutical composition will cause a specific crystalline form, 
if in the metastable state to resort back to the most thermodynamically stable form 
which is the form with the lowest vapor pressure. Polymorphs tend to convert from less 
table to more stable forms (Rouhi, page 32). It is also the state of the prior art that an 
acceptable carrier for a pharmaceutical formulation can be water. Dissolving a specific 
crystalline form in water, creating an aqueous solution, would put the compound in its 
free form and not in a crystalline form with a specific X-ray diffraction pattern. The use 
of a wrong polymorph of a drug when using an aqueous vehicle may provide a phase 
conversion from the metastable to stable polymorph (Haleblian et al., page 912). 
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The predictability or lack thereof in the art 

The predictability or lack thereof in the art is that a metastable compound will 
resort back into its most thermodynamically stable form which would have a different X- 
ray diffraction pattern and also that a solution prepared from a specific crystalline form 
and water would contain the free form of the compound. 

The amount of direction or guidance present and the presence or absence of 

working examples 

While the specification has provided processes for the preparation of the 
crystalline forms D, the specification fails to provide the processes for preparing a 
pharmaceutical composition and to provide the steps of ensuring that the 
pharmaceutical compositions will maintain the specific forms as found in the 
specification and will not resort back to the free form or the most thermodynamically 
stable form of the compound. 

The breadth of the claims 

A pharmaceutical composition comprising an effective amount of crystalline 
polymorphic form B. 

The quantity of experimentation needed 

The quantity of experimentation needed is undue. One of ordinary skill in the art, 
without direction, would be unable to maintain a specific metastable crystalline form 
upon preparation into a pharmaceutical composition which may require milling or the 
formation of a solution. 



Application/Control Number: 10/585,448 Page 6 

Art Unit: 1626 

The level of the skill in the art 

While the level of skill in the art is high, one of skill in the art would be unable to 
maintain a specifc metastable crystalline form upon the preparation of a pharmaceutical 
composition without direction and guidance which is not found in the instant 
specification. One of skill in the art would expect the pharmaceutical composition to 
contain the free form of the compound or the most thermodynamically stable form of the 
compound. 



Claim Rejections - 35 USC § 112, second paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 37-40 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The term "Form B" is not descriptive and does not 
define the polymorph that applicant is claiming. Applicant needs some characterization 
data (i.e., X-ray powder diffraction pattern) to define the polymorph that is being 
claimed. 

Claims 37-40 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claims 37-40 are drawn to a composition 
comprising polymorphic form B of rizatriptan but these claims are dependent on a claim 
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that is drawn to polymorphic form A only. Claims 37-40 are improperly dependent on a 
claim that does not embrace the invention of the instant claims. Appropriate correction 
is required. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 37-40 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Sandquiet, et al. (GB 2315673A). The instant invention claims a pharmaceutical 
composition comprising an effective amount of crystalline polymorphic form B. 

The Sandquiet, et al. reference teaches rizatriptan benzoate and pharmaceutical 
compositions comprising thereof (example 8, page 1 8 and pages 1 9-21 ) and their use in 
treating migraines. This composition anticipates the composition comprising crystalline 
polymorphic form B of the instant invention because applicants are claiming a 
composition which could comprise for example water and dissolving a specific 
crystalline form in water, creating an aqueous solution, would put the compound in its 
free form and not in a crystalline form with a specific X-ray diffraction pattern. Therefore, 
the composition would be identical as taught in the prior art. 
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V. Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 7:00 AM-3:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph M s Kane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Shawquia Young/ 
Examiner, Art Unit 1626 
/Rebecca L Anderson/ 
Primary Examiner, Art Unit 1626 



